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Content determination of acetic acid in compound amino acid ( 15 )
peptide ( 2 )injection by ion exclusion chromatography
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( 1. Institute of Medicinal Biotechnology, Chinese Academy of Medical Sciences, Beijing 100050, China;
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Abstract Objective: To establish a ion exclusion chromatography ( IEC ) method for the determination of acetic acid
in compound amino acid ( 15 ) peptide ( 2 ) injection. Methods: The column was HyperREZ XP carbohydrate H + with
the mobile phase of 0.002 5 mol * L™ sulfuric acid solution. The flow rate was 0.5 mL * min', the column temperature
was 45 C, the detection wavelength was 210 nm, and the injection volume was 10 w L. Results: The linear range
of acetic acid was 0.184 8-7.391 mg * mL™" (r=1.000, n=5 ). RSDs of precision, stability and repeatability tests were all
lower than 2%. The recovery was 101.5% ( RSD=1.3%, n =9 ). Conclusion: The established IEC method can be used

for the determination of acetic acid in compound amino acid ( 15 ) peptide ( 2 ) injection.
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Fig. 1 Chromatograms of determination of acetic acid by ion

exclusion chromatography
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Tab.1 Results of recovery test

RTINS o DR R SFE R
('sample mAR (found )/ (recovery )/ ( average recovery ) Hsbr

(added ) /mg %

content ) /mg mg % 1%

18.77 11.30 30.00 99.4 100.6 1.4
18.77 11.30 30.12 100.4

18.77 11.30 30.31 102.1

18.77 18.50 37.40 100.7 100.9 0.40
18.77 18.50 37.40 100.7

18.77 18.50 37.53 101.4

18.77 26.01 45.72 103.6 103.1 0.40
18.77 26.01 45.55 102.9

18.77 26.01 45.41 102.9
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Tab. 2 Results of content determination of samples
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A 20140801 3.754
20140802 3.813
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Fig. 2 Chromatograms of determination of acetic acid by ion

exchange chromatography ( A ) and by pharmacopoeia method ( B )
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